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(setembro 2012) - lista definitiva

Publicacdo para efeitos do artigo 15°-A do Decreto -Lei n.° 176/2006, de 30 de
Agosto (novos pedidos de autorizagdo de introducdo, ou registo, no mercado de
medicamentos genéricos com as substancias ativas)

Additional quidance on documents relating to an active EMA
substance master file

Paediatric addendum to CHMP guideline
on clinical investigation of medicinal products in the treatment of lipid disorders

Guidance for the format and content of the protocol of non-
interventional post-authorisation safety studies

Concept paper on the need for revision of the
quideline of medical products used in weight control (Consultation end date31/12/2012)

Template for a request for addition of active substances / combinations of active
substances in the EU reference dates list

COM/2012/574/FINAL — Proposta de Decisdo de Execucdo do Conselho que altera a COMISSAO
Decisdo de Execucao 2011/344/UE relativa a concessao de assisténcia financeira da
Unido a Portugal quinta avaliagdo dos progressos alcancados pelas autoridades EUROPEIA

portuguesas na aplicacdo das medidas acordadas, assim como da eficacia e do
impacto econdmico e social das mesmas

www.vda.pt


http://www.infarmed.pt/portal/page/portal/INFARMED/COSMETICOS/NOTIFICACAO_E_AUTORIDADE_COMPETENTE/LISTA_MENSAL_PCHC_NOTIFICADOS/Tab2/Lista_PCHC_notif_setembro_2012.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2012/setembro_Net_f.pdf
http://app.infarmed.pt/listpmg/Default.aspx
http://app.infarmed.pt/listpmg/Default.aspx
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133204
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133204
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133180
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133180
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133174
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133174
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/10/WC500133166.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/10/WC500133166.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133160
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133160
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2012:0574:FIN:PT:PDF

Resolucéo legislativa do Parlamento Europeu, de 11 de setembro de 2012, sobre a PARLAMENTO
proposta de diretiva do Parlamento Europeu e do Conselho que altera a Diretiva
2001/83/CE no que diz respeito & farmacovigilancia (COM(2012)0052) (Summary) EUROPEU

Resolucéo legislativa do Parlamento Europeu, de 11 de setembro de 2012, sobre a
proposta de regulamento do Parlamento Europeu e do Conselho que altera o
Regulamento (CE) n.° 726/2004 no que diz respeito a farmacovigilancia
(COM(2012)0051) (Summary)

MEMO/12/737 — Adoption by The Council of new rules aimed at strengthening the post- CONSELHO
authorisation monitoring of medicines for human use ("pharmacovigilance")
EUROPEU
Council further strengthens action against adverse effects of medicines
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http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P7-TA-2012-0313+0+DOC+XML+V0//PT
http://ec.europa.eu/prelex/liste_resultats.cfm?CL=pt&ReqId=0&DocType=COM&DocYear=2012&DocNum=0052
http://www.europarl.europa.eu/oeil/popups/summary.do?id=1222139&t=d&l=en
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P7-TA-2012-0314+0+DOC+XML+V0//PT#BKMD-36
http://ec.europa.eu/prelex/liste_resultats.cfm?CL=en&ReqId=0&DocType=COM&DocYear=2012&DocNum=0051
http://www.europarl.europa.eu/oeil/popups/summary.do?id=1222250&t=e&l=en
http://europa.eu/rapid/pressReleasesAction.do?reference=MEMO/12/737&format=HTML&aged=0&language=EN&guiLanguage=en
http://www.consilium.europa.eu/press/press-releases/latest-press-releases/newsroomloaddocument?id=&lang=pt&directory=en/lsa/&fileName=132725.pdf

